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The product will be available in the following configurations: Mac-Lab application only. CardioLab
application only, SpecialsLab only, or a combination of both CardioLab and Mac-Lab applications,
marketed as ComboLab. Products designated as SpecialsLab are identical to tile Mac-Lab,
CardioLtab or ComboLab Systems with the exception they will support fewer options. The
SpecialsLab System performs the same intended use as the Mac-Lab, CardioLab or ComboLab;
executes the same software, and runs on the same hardware. The product "CardioLab" was
identified as "CardioLab EP in the predicate device 5 10(k) submission K050093.

The Mac-Lab Svstem: The Mac-Lab System is intended for monitoring, calculating and recording
cardiovascular data from patients undergoing invasive cardiac catheterization procedures. Tile data
may be manually entered or acquired via interfaced devices. Data includes: ECG waveforms, heart
rate, pulse oximetry (SpO), respiration rate, EtCO2, temperature. valve gradients and areas, cardiac
output, hemodynamic measurements, invasive and noninvasive blood pressure, procedural
information. and optional intracardiac electrocardiogramn (IECG). The information can be displayed,
trended, stored, printed, and or transmitted to other networked hospital information systems. The
system does not transmit alarms or arrhythmias and does not have arrhythmia detection capabilities.

Interfaced devices the system may acquire, amplify, display and record anatomical and
physiological data from includes equipment typically used in conjunction with these procedures,
such as imaging and data devices (e.g. X-ray, ultrasound, magnetic resonance, computed
tomography, positron emission tomography, nuclear medicine. 12 lead ECG and information
systems.)

The CardioLab System: The CardioLab System is intended to acquire. filter, digitize, amplify,
',X display and record the electrical signals. Signal types acquired include ECG signals. direct cardiac

signals. temperature. EtCO2. and pressure recordings. Physiological parameters such as diastolic,
systolic. and mean blood pressure. heart rate, and cycle length may be derived from the signal data.
displayed and recorded. the sstem allows the user to monitor the acquisition ofdata. review the
data, and generate reports on the data. Additionally,. the system may acquire. amplifl. display and
I ecord data received from other interfaced medical devices typical1ly used during these procedures.
such as imagine devices and ablation generators (i.e. RF and cM ogenic).

I he CardioLab System does not control the delivery of energy. administer drugs. perform any, life-
supporting or lite-sustaining functions. or analyze data acquired during the procedure. The
CardioLab System does not transmint alarms or arrhth mias and does not have anrhthmuia detection
capabilities.

Interfaced devices the systen) may acquire, amplify, display and record anatomical and
phvsiolocical data from inchtdes equipment typically used in conjunction with these procedures.
such as imaging and data devices (e.g. X-ray, ultrasound, nmagnetic resonance, computed
tomograph%. positron emission tomography, nuclear medicine. 12 lead ECG and information
s\ stems.)

The ComboLab System: FTie Combol.ab contIi curation is the combination of both CardiofLab and
Mac-Lab applications, thoUgh only' one application may be used at a tinle (CardioLab for
elcctroph 3siological lab cases and Mac-l.ab lor catheterization lab cases).

The SpecialsLab Svstenu fe Specialsl.ab is the same as the NIac-Lab. CardioLab or Combol.ab
S} stems. lhe Specials-Lab Sstem is intended tft use in either a catheterization laboratory or
electruophl siological labuoatorD andc related speciaht laboratories under the direct superx ision of a
licensed healthcare practitioner. Specials[.ab executes the same software. and runs on the same
ham'd'are. Products designated Specialsl~ab w\ill support fe\\er options thIan the Mac-lab.
Camrdiol,ab or Combol.ab
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Mac- Lab System: The Mac-Lab System is intended for monitoring-, calculating and recording-
cardiovascular data from patients undergo ing invasive cardiac catheterization procedures. The data
may be manually entered or acquired via interfaced devices. Data includes: FCC wavefonnls, heart
rate, pulse oxiinetry (SpO,), respiration rate, EtCO2, temperature. valve gradients and areas, cardiac
output, hemodynanlic measurements, invasive and noninvasive blood pressure, procedural
information, and optional intracardiac electrocardiogramn (IECG). The information can be displayed,
trended, stored, printed, and or transmitted to other networked hospital information systems.I the
systemn does not transmiet alarms or arrhythimias and does not have arrhythmnia detection capabilities.

Interfaced devices the system may acquire, amplify, display and record anatomical and
physiological data firom includes equipment typically used in conjunction with these procedures,
Such as imaging, and data devices (e.g. X-ray, ultrasound, magnetic resonance, computed
tomlog~raphy. positron emission tomography, nuclear medicine, 1 2 lead ECG and information
systems.)

CardioLab System: The CardioLab Systemn is intended to acquire, filter, digitize, amplify, display
and record the electrical signals. Sig-nal types acquired include ECC sienials. direct cardiac signals,
temperature, EtCO2, and pressure recordings. Physiolog-ical parameters such as diastolic, systolic,
and mnean blood pressure, heart rate, and cycle length maty be derived fromt the signal data, displayed
and recorded. The systemn allows the user to monitor the acquisition of data, review the data, and
oenerate reports on the data. Additionally, the systemn may acquire, amplify. display and record data
received from other interfaced medical devices typically used dUring these procedures, Such aIs
iin.,ging devices and ablation generators (i.e. REF and cryogenic).

The CardioLab System does not control the delivery of energy. admnmister drugs, perform any Ii Ie-
supporting or life-sustaining functions, or analyze data acquired during the procedure. The
Card ol-ab Systemu does not transmit alarms or arrhvtinuias and does not have arrhythmia detection
capabilities.

I nterlhaced devices the system may acquire. amplifyW. d isplIay and record anatomical and
phys iol og-ical data from includes equipmnent typically used in conjunctionl wvith these procedures.
such as imaging and data devices (e.g,. X-ray, ultraIsound. magnet ic resonance, computed
tomography, positron emission tomography, nuclear medicine. 12 lead LCC and in formation
systems.)

ComboLab System: The ComuboLab System is the combination of the both the Mac-Lab and
CardioL-ab systems. The Combot~ab System is intended for use in either a catheteization
laboratory or electrophxsiological laboratory and related specialty laboratories under the direct
supervision of a licensed healthcare practitioner. The ComboL-ab Systemn allows the user to run
either the Mac- Lab Sx stem or the Cardiot~ab System, although only one may be used at a time.

Specialstab Svstenn: Thle SpecialsLab is the same as the Mac-Lab. Cardiol~ab or Comubot~ab
systems.. TI e Specials Lab Systemn is intended for use in either a eat heteri zat ion laboratory or
e lectiophysjo logical Ilaboratorv aind related specialty laboratories under the direct super\ ision of a
licecused heaIt hca me practitioner. Specials Lab executes the same softw~are, and rLuns on the shanle
hard ware. Pmoducts designated Special stab xvil ISupport fewNer opi ions tiihan the Mlac- Lab.
CardioLab or ComboLab.
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The proposed Mac-Lab/CardioLab/ConmboLab/SpecialsLab System employs the same functional
i scientific technology as the predicate device Mac-Lab/CardioLab EP/Combolab System

7 (K050093).p

The Mac-Lab/CardioLab'ComboLab/SpecialsLab System complies with the voluntary standards as
detailed in Section 17.1 of this submission, "Specific Standards and Guidance's'. The following
quality assurance measures are applied to the development of the device and the results thereof used
in the determination of substantial equivalence to the predicate device:

Risk Analysis
o Requirements Reviews

2:= Design Reviews°2 Testing on unit level (Module verification)
0 Clinical Use Validation

Integration Testing (System verification)
0 Final acceptance testing (Validation)

Performance testing
Safety testing
o Environmental Testing

No clinical performance data has been used to support thie substantial equivalence claims

[he results of these neasuaremnents demonstrate that the Mac-
..~ab'CardioLab/Combolab/SpecialsLab System is as sate, as effective, and performs as well as the

' predicate device.

cP
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......... % ~~~~~~~~~~~~~~~~~Public Health ServiceA DEPARTMENT OF HEALTH &HUMAN SERVICESPulcHatSeve

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

SEP 152306

GE Medical Systems Information Technologies
c/o Mr. Allen D. Tabor
Quality & Regulatory Engineer
GE Healthcare Interventional, Surgical & Cardiology
8200 West Tower Avenue
Milwaukee, Wisconsin 55223

Re: K061741
Trade Name: Mac-Lab/CardioLab/ComboLab/SpecialsLab System
Regulation Number: 21 CFR 870.1425
Regulation Name: Programmable Diagnostic Computer
Regulatory Class: Class II (two)
Product Code: DQK
Dated: September 6, 2006
Received: September 8, 2006

Dear Mr. Tabor:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class IL (Special Controls) or class III (PMA), it

may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing

(21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)

premarket notification. The FDA finding of substantial equivalence of your device to a legally

marketed predicate device results in a classification for your device and thus, permits your device

to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,

"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain

other general information on your responsibilities under the Act from the Division of Small

Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or

(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/supJport/index.html.

Sincerely yours,

BraD Zuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



4 Indications for Use Statement ,0l /'/

Device Name: Mac-Lab/CardioLab/ComboLab/SpecialsLab System

Mac-Lab System:
tle Mac-Lab Sostern is intended for nmonitoring, calculating and recording cardiovascular data Iron patients undergoing invasivc

cardiac catheterization procedures. [he data riay be manually entered or acquired via interlaced devices. Data includes: E'G
waveforms, heart rate, pulse oximetry (SpO,). respiration rate, EtCO2, temperature, valve gradients and areas, cardiac output,
heniodvnaniic measurements. invasive and noninvasive blood pressure, procedural inlbrnialion, and optional intracardiac
electrocardiogram (IECG). The information carl be displayed, trended, stored, printed. and or transmitted to other neljvorked hospital
information sussenis I lhe system does not transmit alarms or arrh)lhmias and does not have arrhsbhrnia detection capabilities.

Interlaced dev ices the s.steni niay acquire. ampnill3. display and record aiatorical and physiological data front includes equipment
typicalh used in corj unc ti on i ese procedtires. such as inaging and data devices (e.g. X-ray. ultrasound, iiagIetic resonance.
computed toriographliN. positroin emissioi toliograply, nuclear medicine, 12 lead ELC' and inrlbrination systelns.)

CardioLab System:
'the CardioLab Systeni is intended to acquire, filter, digitize, annplil, display and record the electrical signals. Signal types acquired
include ECG signals, direct cardiac signals, temperature, NiCO2 and pressure recordings. Pliysiological pararielers such as diastolic.
systolic. and iiean blood pressurer. eari rate, and cycle length may be derived from, the signal data, displayed and recorded. Ihe
system allowms the user to moi tor the acquisitio of data, review% the data, and generate reports on the data Additionally. (lie s3steiil
may acqufire. aiipl l-. display and record data received ho1u other interlaced medical devices typically used during these procedures.
such as imiaging devices and ablation generators (i.e. RIF and cryogenic).

The Cardioul.ab Sxstni does not cORII ti e deli e f ncergy. adriinisler drugs. perlbrri arty I -s tp porting or Ife-sushining
JurLictions. or analt e data acquired during the procedure I he Cardiol.ab Sxsteri, does nor trausir t alari s or arrh y IIh in ias arid does
not hi ave arrl t ind I a detectoio c apab i lInes

I FilerlLced dcv ices hlie sosleii ia\ acquire. all/ipIilv. d ispla ar d record aniaton ical arid physiologIcal data oi i includes equipiien ut
typ i call used in con u ntier on wi di tli ese p rocedures. such as ii ig i ig ard data devices (e -gx X -rra\. uLt trasouli d. iniagrilnei c reso nan cc.
compttied otirromraphi . posiIrron cinission touzoograptiy. nuclear niedicinc. 12 lead 1[CG and inlornialion systems )

ComboLab Systen:
I[he Corimbol ab Svstemi is (lie combination of the both the 'ac-lab and Cardiol.ab systems. lie Cotimholab Systerr is
intended Ifr use in either a cathelerization laborator\ or elecrrophvsiological laborator) and related specially
laboratories uinder the direcl supermision olin licensed healiucare practitioner. I lie Conibol..ab S slertn allows ttre user
to uill either the Mac-Lab S, sleni or the (ardiolab S Sstein. ahthoughi oi one ria\ be t;ed alat tie.

SpecialsLab Systen:
[he .SpecialsLab is the same ias the Mac-laab. C(ardiolaib or Corimbol.ab systcms. I e Specialst[ab Systeni is intended
lor use iii either cadheleriuzalion laborator- or ectroph~siological laborator\ and related specialty laboratories under
the direct SulpcrXisluin of'a liceniseut Ire3atlicare practitioner. Specialslab executes the sam1e sofiware. and ruIis Oil tie
same hard" are. Products designated Spccialslah u ill support fiewoer options than tbe Mac-lah. Cardiol.ab or
Coniiboltlbo

Prescription Use X AND'OR Over-The-Counter Use
(Per 21 CFR 801 Subpart D) (Per 21 CFR 80I Subpart C)

(PLEASE DO NOT WRITE BE[.OW I[HIS LINE - CON TiNUE ON ANOI IIER PAGE IF NEEDED)

ConcunL-ence ofCDRIH. O0ffice of Device Evaluation (ODE)

ivisio ,i: O t
vision of Cardiovascular Devk:a
IO0(k) Number kp,/7Or/


